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E.O. 11652:N/A 

TAGS: OGEN, ETRD, EIND, TBIO, AR, AU, AS, BE, BR, DA, FR, 

SUBJECTED A ADVISORY - DEFECTIVE INTRA-AORTIC BALLOON 
PUMPS (RECALL T-098-8) 

1 . FDA ADVISES OF THE FOLLOWING: 

PRODUCT INVOLVED AND IDENTIFICATION - (A) AVCO INTRA AORTIC 
BALLOON PUMP, MODEL 10 (IABP) A ELECTRONIC DEVICE FOR 
PROFESSIONAL USE ONLY. IT OPERATES WITH THE PATIENT'S 
ECG PERMITING PROPER PUMPING WITH MOST CARDIAC RHYTHMS. 
DESIGNED AS A CARDIAC ASSIST SYSTEM, USED BEFORE, DURING 
AND AFTER HEART SURGERY. DISTRIBUTED AND SERVICED BY 
ROCHE MEDICAL ELECTRONICS, INC., BRICK YARD ROAD, 

CRANBURY, NEW JERSEY 08512. DEVICE ALSO SOLD AS ROCHE 
MEDICAL ELECTRONICS MODEL 3010. (B) ALL SERIAL NUMBERS 
ARE INVOLVED. 

2. MANUFACTURER/RECALLING FIRM: 

AVCO MEDICAL PRODUCTS 

9 PLYMOUTH ST. 

EVERETT, MA 02149 
UNCLASSIFIED 
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3. DISTRIBUTOR: ROCHE MEDICAL ELECTRONICS, INC., CRANBURY, 
NEW JERSEY 08512 

4. REASON FOR RECALL: 

FOLLOWING DEATH DURING SURGERY AS RESULT OF MALFUNCTION 
OF INTRA-AORTIC BALLOON PUMP, THE FIRM ISSUED "RECALL" 

BY TELEGRAM ON APRIL 2, 1978. THE CONTENT FIRM'S ADVISORY 
READS ESSENTIALLY AS FOLLOWS: 

5. URGENT - HOSPITAL ADMINISTRATOR 

"IT HAS BEEN LEARNED THAT CERTAIN ELECTRONIC COMPONENTS 
INCORPORATED IN AVCO'S MODEL 10 INTRA-AORTIC BALLOON 
PUMP MAY BE COUNTERFEITS WHICH CAN CAUSE ECG TRIGGERING 
MALFUNCTIONS OR OTHERWISE CAUSE THE MODEL 10 NOT TO 
OEPRATE AS INTENDED. IT IS NOT POSSIBLE FOR YOU TO 
IDENTIFY THESE COUNTERFEIT COMPONENTS. 

6. ACCORDINGLY, WE ARE NOTIFYING YOU THAT THE MODEL 10 
SHOULD NOT BE USED EXCEPT WHERE ABSOLUTELY NO ALTERNATIVE 
IS AVAILABLE. IN THOSE SITUATIONS WHERE THE MODEL 10 

MUST BE USED, CONSTANT SURVEILLANCE OF THE UNIT MUST BE 
MAINTAINED. IF YOU ENCOUNTER A DIFFICULTY WITH USE OF 
THE MODEL 10, AVCO IS MAINTAINING A 24-HOUR TELEPHONE 
NUMBER WHERE ASSISTANCE MAY BE OBTAINED: (COLLECT) 
617-389-6400 

7. WE ARE IMMEDIATELY IMPLEMENTING A PROGRAM OF IN- 
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HOSPITAL INVESTIGATION OF ALL MODEL 10'S IN ORDER TO 
IMPLEMENT APPROPRIATE CORRECTIVE ACTION. PLEASE DIRECT 
THIS NOTIFICATION IMMEDIATELY TO ALL PERSONNEL RESPONSIBLE 
FOR USE OF THE MODEL 10 IABP. CORRECTIVE ACTION CONSISTS 
OF REPLACING ALL READ OUT MEMORY CIRCUITS IN THE MINI 
COMPUTER OF THE IABP. " 

8. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES TO 
UNCLASSIFIED 
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DETERMINE IF THEY HAVE BEEN INFORMED OF PROBLEM AND 
CORRECTIVE ACTION REQUIRED. CONSIGNEES SHOULD ALSO BE 
ASKED IF RETROFIT PROGRAM IS CORRECTING THE PROBLEMS 
BEING EXPERIENCED WITH THIS PRODUCT. 

9. FOREIGN CONSIGNEES AS FOLLOWS: 

ARGENTINA - 

DR. R.G. RAFOROLO, GUEMES CLINIC, XORDOB 3933, BUENOS AIRES 
AUSTRIA 

PR. H. HERGMANN, DOZENT BRUECKE, OBERARZT NECEK, KRACKEN- 

HAUS LINZ/DONAU, KRANKENHAUSTR. 9, LINZ 

PR. KRAFT-KINZ, GRAZ 

DR. KUBIENA, DOZENT ENENKEL, LAINZ 

AUSTRALIA 

DR. L. BERNSTEIN, ROYAL PRINCE ALFRED HOSPITAL, MISSENDON 
RD„ CAMPERDOWN, SYDNEY 

DR. J. CLAREBOROUGH, ST VINCENTS HOSPITAL, VICTORIA PDE, 
FITZROY, MELBOURNE 

DR. G. CLARKE, ROYAL PERTH HOSPITAL, WELLINGTON ST, 

PERTH, WESTERN AUSTRALIA 

DR. G.L. DONNELLY, ROYAL NORTH SHORE HOSPITAL, PACIFIC 
HIGHWAY, ST. LEONARDS, SYDNEY 

DR. E. EIKENS, PRINCE HENRY HOSPITAL, ANZAC PDE, LITTLE 
BAY, SYDNEY 

DR. R. LVOFF, ST. GEORGE HOSPITAL, BELGRAVE ST., KOGARAH, 
SYDNEY 

DR. M. O'BRIEN, PRINCE CHARLES HOSPITAL, CHERMSIDE BRIS- 
BANE, QUD 
UNCLASSIFIED 
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DR. M.F. O'ROURKE, ST VINCENTS HOSPITAL, VICTORIA ST., 
DARLINGHURST, SYDNEY 

DR. G. STIRLING, ALFRED HOSPITAL, COMMERCIAL RD„ 

PRAHAN, MELBOURNE 

DR. D. WALLACE - DR. E. ALFRED, ROYAL NEWCASTLE HOSPITAL, 
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NEWCASTLE, NSW 

BELGIUM 

PR. R. BERNARD, HOSPITAL UNIVERSITAIRE ST. PIERRE, RUE 
HAUTE 322, 1000 BRUXELLES 

DR. R. BERNIS - DR. NACKERS, CLINIQUE ST. JOSEPH. RUE 
DE LA DUCHERE, 6060 GILLY 

DR. BUISSERET, INSITUT MEDICO-CHIRURGICAL DE BRUXELLES, 
SQUARE MARIE LOUISE 58, 1040 BRUXELLES 

BRAZIL 

DR. M. BARBERO MARCIAL, PRIMEIRA CLINICA CIRURGLEA, 
HOSPITAL DAS CLINICAS DA UNIVERSIDADE DE SAO PAULO, 

SAO PAULO 

DR. DOMINGOS JUNQUEIRA, HOSPITAL DA LAGOA 2A. CCT, RUA 
JARDIM BOTANICO 501, RIO DE JANEIRO 

DR. JOSE LUDOVICHI, HOSPITAL ISR AELITA ALBERT EINSTEIN, 

AV. ALBERT EINSTEIN 605/701, SAO PAULO 

DR. W. RORTZ - DR. L. VAZ DE MELLO, HOSPITAL DOS SERVIFORES 
DO ESTADO DO RIO DE JANEIRO. RUA SACADURA CABRAL 178, 

RIO DE JANEIRO 

DR. WALDOMIRO DE PAULA, PRONTO SOCCORO DO HOSPITAL DAS 
CLINICAS DA FAC, MEDICINA DA USP, SAO PAULO 
DR. E.J. ZERBINI, CIRURGICA CARDIO- VASCULAR, REAL E 
BENNERITA SOX. PORTUGUESA DE BENEFICENCIA, SAO PAULO 

DENMARK 

M.D. J.H. RYGG - M.D. CARSTENSEN, UNIVERSITY HOSPITAL CPH, 
UNCLASSIFIED 
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BLEGDAMSVEJ, 2100 COPENHAGEN 0 

FRANCE 

PR. AIGUEPERSE, CENTRE MEDICO-CHIRURGICAL DE LA PROTE DE 
CHOISY, 15 AV. PORTE DE CHOISY. 75013, PARIS 

PR. BAJOLET, HOSPITAL DE LA MAISON BLANCHE, 45 RUE COGNACQ- 
JAY, 51090 REIMS 

PR. BESSE, GROUPE HOSPITALIER PELLEGRIN TONDU, PLACE 
AMELIE-RABA-LEON, 33000 BORDEAUX 

PR. BINET, MARIE LANNELONGUE. 129 RUE DE TOLBIAC, 75013 
PARIS 

PR. BOUDARIAS, HOSPITAL AMBROISE PARE, 9 AVENUE CHARLES DE 
GAULLE, 92100 BOULOGNE BILLANCOURT 

PR. BOUVRAIN, HOSPITAL LARIBOISIERE, 2 RUE AMBROISE PARE, 
75475 PARIS 

PR. CABROL - PR. GUIRAUDON, GROUPE HOSPITALIER PITIE- 

SALPETRIERE, 47 BD DE L'HOSPITAL, 75634 PARIS 

PR. DU CAILAR, CLINIQUE SAINT-ELOI, 4 AVENUE BERTIN-SANS 
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34059 MONTPELLIER 

PR. CHAPTAL - PR. NEGRE, C.H.U. CLINIQUE SAINT ELOI, 4 
AVENUE BERTIN-SANS, 34059 MONTPELLIER 
PR. DOR, CHIRUGIE CARDIO-VASCULAIRE, CENTRE MEDICO- 
CHIRURGICAL, PLATEAU DES GALINIERES, 06700 SAINT 
LAURENT DU VAR 

PR. DUBOST - PR. CARPENTIER - PR. PIWNICA, HOSPITAL 
BROUSSAIS, 96 RUE DIDOT, 75014 PARIS 

PR. DUPONT - PR. CORNET. C.H.R. HOSPITAL LAENNEC, 34 RUE 
PAUL-BERT, 44000 NANTES 

PR. ENJALBERT - PR. PUEL, HOSPITAL DE RANGUEIL, 31000 
TOULOUSE 

PR. ESCHAPASSE - DR. FOURNIAL, HOSPITAL DE PURPAN, PLACE 

DU DOCTEUR BEYLAC, 31000 TOULOUSE 

UNCLASSIFIED 
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MME LE PR. ESTANOVE, HOSPITAL CARDIO-VASCULAIRE ET 
PNEUMOLOGIQUE. 59 BD PINEL, 69394 LYON 
PR. FAIVRE, C.H.U. NANCE, 29 AVENUE DE LATTRE DE TASSIGNY, 
54037 NANCE 

PR. FONTAN, GROUPE HOSPITALIER PELLEGRIN TONDU, PLACE 
AMELIE-RABA-LEON, 33000 BORDEAUX 

PR. GILGENKRANTZ, HOSPITAL CENTRAL, 29 AVENUE DE LATTRE 
DE TASSIGNY, 54037 NANCY 

PR. GUILMET, CENTRE MEDICO-CHIRURGICAL FOCH, 40 RUE WORTH, 
92151 SURESNES 

PR. JOUVE - PR. TORES ANI, CENTRE JULES CANTINI, 9 BIS 
AVENUE VEDRINES, 13009 MARSEILLE 

PR. KIF.NY - PR. MANTZ, HOPITAL CIVIL, 1 PLACE DE L’HOPITAL. 

67005 STRASBOURG 

PR. MATHEY, HOPITAL BROUSSAIS, 96 RUE DIDOT, 75041 PARIS 
PR. MAURICE, HOPITAL BROUSSAIS, 96 RUE DIDOT, 7540L PARIS 
PR. TADEI, C.H.R. HOTEL DIEU, 1 AVENUE DE L'HOTEL DIEU, 

49000 ANGERS 

PR. THERON, CENTRE HOSPITALIER, 1 1 RUE DE L'HOPITAL, 7701 1 
MF.I.UN 

PR. TRICOT - PR. GOURGON, HOPITAL BICHAT, 170 BOULEVARD 
NEY, 75018 PARIS 

DR. VAHDAT, CLINIQUE PASTEUR, 45 AVENUE DE LOUBEZ, 31300 
TOULOUSE 

PR. WARTER - PR. BAREISS, HOPITAL CIVIL, 1 PLACE DE 
L'HOPITAL, 67005 STRASBOURG 

PR. WATTEL, C.H.U. HOPITAL CALMETTE, AVENUE DU PR. JULES 
LECLERCQ, 59000 LILLE 

GERMANY 

GESCHF. DIR. PR. DR. H.G. BORST, KLINKIKUM DER MEDIZINISCHEN 
HOCHSCHULE, 3000 HANNOVER KLEEFELD 

PR. DR. HENSELMANN - DR. LUTHER, STADTISCHES KRANKENHAUS, 
MUNCHEN-NEUPERLACH, 8000 MUNCHEN 83 
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PR. DR. F. LOOGEN, I. MEDIZINISCHE KLINIK DER UNIVERSITAT 
MOORENSTRASSE 5, 4000 DUSSELDORF 

PR. DR. MESSMER, KLINIKUM UND MED. THEORETISCHE, GOETHES- 
TRASSE 27-29, 5100 AACHEN 

PR. RUDOLPH - DR. FROER, DEUTSCHES HERZENTRUM, LOTHSTRASSE 
11, 8000 MUNCHEN 19 

GREAT BRITAIN 

DR. R. GOLD, SHOTLEY BRIDGE THORACIC CENTER, NEWCASTLE 
DR. ROSS, SOUTHAMPTON GENERAL HOSPITAL, SOUTHAMPTON 
DR. G. SMITH, SHEFFIELD NORTHERN HOSPITAL, YORKS 
DR. M. TOBIASS, WYTHENSHAWE GENERAL HOSPITAL, MANCHESTER 
DR. D. WATSON, KILLINGBECK THORACIC CENTER, LEEDS, YORKS 
DR. J. WRIGHT, LONDON CHEST HOSPITAL, LONDON 

ITALY 

PR. BALDRIGHI, OSPF.DAT F, CIVILE CARDIOLOGIA, LEGNANO, MILAN 
PR. CAMERINI, OSPEDALI RIUNITI, DIV. CARDIOLOGIA, VIA 
STUPARICH, TRIESTE 

PR. CONDOR F.T .1.1, IL F, FACOLTA' MEDICINA E CHIRURGIA DELL' 
UNIVERSITA, VIA PANSINI, NAPOLI 

PR. CORTESINI, CATTEDRA DI CHIRURGICA SPERIMENTALE DELL 1 
UNIVERSITA, POLICLINICO UMBERTO 1, 00100 ROMA 
PR. POPPI DR. VASSANELLI, OSPEDALE BORGO TRENTO, 
CARDIOLOGIA, VERONA 

PR. ROVELLI - DR. FORESTI, OSPEDALE NAGGOPRE. CARDIOLOGIA, 
MILANO 

PR. TESLER, OSPEDALE PROVINCIALE S. CARLO, POTENZA 
JAPAN 
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DR. J. AKUNE, NAGOYA UNIVERISTY HOSPITAL, NAGOYA 

PR. ASDA, KOBE UNIVERSITY HOSPITAL, KOBE 

DR. K. GOTODA, JICHI MEDICAL SCHOOL, TOCHIGI-CITY 

DR. Y KOBAYASHI, OSAKA MUNICIPAL HOSPITAL, OSAKA 

DR. H. MANABE, OSAKA UNIVERSITY HOSPITAL, OSAKA 

PR. NISHMURA, NIHON MEDICAL UNIVERSITY HOSPITAL, TOKYO 

DR. R. OMOTO, MITSUI MEMORIAL HOSPITAL, TOKYO 

PR. SEZAI, NIHON UNIVERSITY HOSPITAL, TOKYO 

DR. T. SHOMURA, KOBE CIVIC HOSPITAL, KOBE 

DM" ?: VW WRABNA6 W A6;AIBBI AIW 

NETHERLANDS 
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PR. DR. A.G. BLOM, TEACHING HOSPITAL LEIDEN. LEIDEN 
DR. J.J. BREDEE, TEACHING HOSPITAL GRONINGEN, GRONINGEN 
DR. A.M. GRUENDEMAN, ONZE T.TEVF, VROUWE GASTHUIS, IE 
OOSTERPAKSTRAAT, AMSTERDAM 

PR. P.G. HUGENHOLZ, TEACHING HOSPITAL DIIKZIGT, ROTTERDAM 
NORWAY 

PR. DR. MED. K.V. HALL - DR. MED. T.A. FROYSAKER, KIR. A. 
RIKSHOSPITALET, OSLO 1 

DR. MED. G. SEMB - DR. MED. E. SIVERSTEN, ULLEVAL SYKEBUS 
OSLO 1 

SOUTH AFRICA 

PR. T. O'DONOVAN, MEDICAL SCHOOL, JOHANNESBURG GENERAL 
HOSPITAL, JOHANNESBURG 

SPAIN 

DR. CORTINA, RA SA NTRA SRA DE COVADONGA, OVIEDO 
DR. FIGUERAS AYMERICH, CLINICA PUERTA DE HIERRO, SAN 
UNCLASSIFIED 
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MARTIN DE PORRES 4, MADRID 

DR. GARATE, CA SA "ENRIQUE SOTOMAYOR", BARRIO DE CRUCES, 
BILBAO 

DR. GARCIA MOLL - DR. ARIS - DR. CARALS, HOSPITAL DE LA 
SANTA CRUZ Y SAN PABLO, BARCELONA 

DR. GOMEZ DURAN, CENTRO MEDICO NACIONAL "MARQUES DE 
VALDECILLA", SANTANDER 

DR. J. L. MANZANO, RESIDENCIA SANITARIA "NTRA SRA DEL 
PINO ", LAS PALMAS DE GRAND CANARLA 

DR. MARTINEZ CARO, CLINICA UNIVERSITA DE NAVARRA, PAMPLONA 
DR. MARTINEZ BORDIU - DR. BOEDO - DR. SENOR DE URIA, 

CIUDAD SANITARIA "LA PAZ", MADRID 

DR. MARTINIZ BORDIU - DOR. BOEDO - DR. SENOR, ESCULA 

NACIONAL DE ENFERMEDADES DEL TORAX, MADRID 

DR. PARAVISINI - DR. MORTLLO - DR. BOSCH, CLUDAD SANITARIA 

FRANCISCO FRANCO, BARCELONA 

DR. L. PLACER - DR. C. VAZAUEZ, CIUDAD SANITARIA "JOSE 
ANTONIO PRIMO DE RIVERS", ZARAGOZA 

DR. PUIG MASSANA DR. CASTELL, CIUDAD SANITARIA "PRINCIPES 
DE ESPANA", BARCELONA 

DR. RIUS - DR. VALLE, CAUDAD SANITARIA "FRANCISCO FRANCO", 

P VALLE DE HEBRON S/N, BARCELONA 

DR. RIVERA, CIUDAD SANITARIA "FRANCISCO ", C/DR. ESQUENIO 
46, MADRID 

DR. SANCHEZ DOMINGUEZ, RA SO "VIRGEN DE LA SALUD", 

AVENIDA BARBER S/N, TOLEDO 

DR. URQUIA, HOSPITAL GENERAL DE NAVARRA, PAMPLONA 
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SWEDEN 

DR. ORINIUS, HEART INFARET DEPT., HUDDINGE HOSPITAL, 

STOCKHOLM 

UNCLASSIFIED 
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SWITZERLAND 

PR. RIVIER, HOPITAL CANTONAL, DEP. CARDIOLOGIE, RUE DU 
BUGNON, 1011 LAUSANNE 

PR. A. SENNING, KANTONSPITAL ZURIECH, CHIRURGIE A, 
RAMISTRASSE 100, 8091 ZURICH 

TAIWAN 

DR. J.C. YU, VETERANS GENERAL HOSPITAL, TAIPEI VANCE 
UNCLASSIFIED 


« END OF DOCUMENT » 
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